From: spape <spape@arlok.com> 

Sent: Fri ; 31 Aug 2012 19:36:03 +0000 
To: bcadden@neecrx.com 

Subject: Results ARL#185693 Lot: 08242012@11 Drug: Mannitol (CP-STOCK) (PF) 20% Inj 


Please read concerning important changes to your 14 day sterility report: Effective immediately ARL 
will no longer report Endotoxin results on the 14 day sterility report. The 14 day sterility report is only 
intended to signify the conclusion of the 14 day USP <71> sterility test and is independent of the test for 
Endotoxin. Endotoxin results will he reported in approximately 3 business days with Analytical 
Chemistry results and/or preliminary Microbiology results, 

Please read concerning important changes to your sterility report: Per USP <7 1> Sterility Tests under the 
section titled observation and interpretation of results it states “At intervals during the incubation period 
and at its conclusion, examine the media for macroscopic evidence of microbial growth.” Our intervals 
are 3 (excluding weekends) and 7 days with 14 days being the conclusion. Because the test is not 
concluded until 14 days we determined it was more appropriate to report any preliminary examinations (3 
or 7 days) as no growth instead of sterile. Tn the event the material being tested renders the medium turbid 
at day 1 4, then a portion of the medium will be transferred to fresh vessels of the same medium, and 
incubated for an additional 4 days. In this case the test will not be concluded until 1 8 days and the 1 4 day 
report will read no growth at 14 days and the final 1 8 day report will signify the conclusion of the test. 

For questions or concerns please contact client services at 800,393, 1595 

Attached are copies of your results. You may also access these results online. If you do not have an 
online account, visit www.ar1ok.com to register or contact Debbie Hunt dhunt@arlok.com for more 
informati on. 

ARL recommends “packing" cold if potential degradation due to heat during shipping is possible Please 
note that ice packs will collect moisture on the surface due to condensation, This moisture can cause 
problems with packaging, requisitions forms and sample labels It is recommended that the ice pack(s) be 
placed inside a bag that is sealable such as a zip lock bag. Please pack samples appropriately to prevent 
breakage. 

Thank you for your business. 

ARL Survey: 

We value your input. Click http://survey.constantcontact.com/survey/a07e3dy7apsgk0hb2s9/start to tell 
us how we are doing. 

This message and any attachments arc confidential and arc intended for the personal attention of the 
addrcssee(s). If as a reader of this message you arc not the intended recipient, you are hereby notified that 
any dissemination, distribution or copying of this communication is strictly prohibited. If you have 
received this message in error, please notify the sender and delctc/destroy the original message and any 
copies. 


ARLOK.018601 


